08/09/2007 15:42 



6517351102 



SHUMAKER & SIEFFERT 



PAGE 04/27 



Application Number 10/723,316 

Amendment responsive to Office Action mailed May 9 t 2007 



RECEIVED 
CENTRAL FAX CENTER 



AMENDMENTS TO THE CLAIMS 



AUG 0 9 2007 



This listing of claims will replace all prior versions and listings of claims in the application. 
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dysfunction, fecal voiding dysfunction, constipation, incontinence, urge frequency disorder, 
urinary retention disorder, sexual dysfunction, orgasmic dysfunction, erectile dysfunction, pelvic 
pain, prostatitis, prostatalgia and prostatodynia in a patient, comprising: 

providing an hermetically sealed implantabl e e l e ctrical pulse gen e rator cecd5gi * r e d4fr 
provide at least one electrical stimulation puls e r e gime effectiv e to tr e at a* l e a s t parti a lly at teas* 
on e ^f-im ^ ftary - veidti t g dysfunction, focal voiding dysfunction, constipation, incontinence, urge 
frequency disorder, - urin a ry retention di s order, s exual dysfunction, orga s mic dysfunction, er e ctil e 
dysfunction, pelvic pain, prostatitis, prostatalgia and pro s tatodynia m th e pati e nt; - 

provj^ing - at - l e a s^- a -f kot implantablo - modioal electrical load configured for implantation 
adjacent, around or in at least ono of thebladder or portions ther e of, the vagina or portions 
thereof, scrotal nerves or branches or portion s thereof, the s crotum or portion s thereof, sacro 
tuberou s ligament or branche s or portions th e r e of, great e r sciatic 4 oram e n - or - braneh es ^porMons - 
thereof, or le ss er sciatic foramen or branches or portions thereof, the first load comprising 
proximal and di s tal end s and at least one e l e ctrod e ; 

implanting a distal end of {fee a first implantable medical electrical lead in tissue of the 
patient adjacent, around or in one of the bladder or portions thereof, the vagina or portions 
thereof, scrotal nerves or branches or portions thereof, tbe scrotum or portions thereof, sacro- 
tuberous ligament or branches or portions thereof, greater sciatic foramen or branches or portions 
thereof, or lesser sciatic foramen or branches or portions thereo f, wherein the first lead comprises 
at least a first electrode : 

operably connecting tbe a proximal end of the at least first lead to the an hermetically, 
sealed implantable electrical pulse generator configured to provide at least one electrical 
stimulation pulse_regime via at least the first lead: 



Claim 1 (Currently Amended): 



A method for treating at least one of urinary voiding 
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implanting the implantable pulse generator within the patient; and 
delivering electrical stimulation pulses from the implantable pulse generator to at l e ast a 
portion of the tis s ue of the patient one of the,bladder_or portions thereof the vagina or portions 
ther_&Qfc_scrotal nerves or branches or portions thereof, the scrotum or portions thereof, sacro- 
tuberous ligament or branches or portions thereof, greater sciatic, forarnen otJbranchesjQLportions 
thereof, or lesser sciatic foramen or branches_or_pj3rt^^^ through the at least first lead and 

electrode, the pulses being provided in accordance with the electrical stimulation pulse regime 
and providing to tho patient delivered in a configuration effective to provide at least partial relief 
from at least one of urinary voiding dysfunction, fecal voiding dysfunction, constipation, 
incontinence, urge frequency disorder, urinary retention disorder, sexual dysfunction, orgasmic 
dysfunction, erectile dysfunction, pelvic pain, prostatitis, prostatalgia and prostatodynia. 

Claim 2 (Cancelled). 

Claim 3 (Previously Presented): The method of claim l t wherein the at least first lead 
comprises a beam steering lead comprising multiple electrodes. 

Claim 4 (Previously Presented): The method of claim 1, wherein the at least first lead 
comprise an active fixation device or member disposed thereon, attached thereto or forming a 
portion thereof. 

Claim 5 (Previously Presented): The method of claim I, wherein the at least first lead 
includes a fixation device or member selected from the group consisting of a suture sleeve, a 
barb, a helical screw, a hook and a tissue in-growth mechanism. 

Claim 6 (Cancelled). 
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Claim 7 (Currently Amended): The method of claim 1, further comprising providing, 
implanting, operably connecting and delivering electrical stimuli from a second implantable 
medical electrical lead configur e d for implantation adjacenty arcmnd or in at loast one of q sacral 
nerve or branche s or portions th e reofr - a - pudondal norvo or branche s or portion s thereof, a 
hypogastric ncrvo or branchoo or portions thereof, or a pro s tatic plexus nerve or branchos - or 
portion s thereof of -the patient , wherein the second lead comprises proximal and distal ends and at 
least one electrode. 

Claim 8 (Original): The method of claim 7, farther comprising delivering the electrical pulses 
through tissue disposed between the electrodes located on the first and second leads. 

Claim 9 (Currently Amended): The method of claim 1, wherein the electrical stimulation 
pulses that are delivered to th e desired n e rve target s it es or portion s one of the bladder or portions 
thereof , the, vagina SLS^^iiL&^SL^^MS^M^^^^ Portions thereof, the scrotum 
or portions thereof, sacro-tuberous ligament or branches or portions thereof, greater sciatic 
foramen or feranch^a^ BBdiBIH thereof, or lesser stiaticfpi^en_QrJ?_^ 
cause paresthesia, or the masking or blocking pain signals originating in or carried by a desired or 
target nerve or nerve portion located in the vicinity of the at least one electrode. 

Claim 10 (Original): The method of claim 1, further comprising providing a lead extension, 
operably connecting same between the proximal end of the at least first lead and the implantable 
pulse generator, and delivering the electrical stimulation pulses through the lead extension. 

Claim 11 (Previously Presented): The method of claim 1, wherein the first lead comprises at 
least one electrode selected from the group consisting of an electrode formed from a portion of 
wire, a barb or a hook, a spherically-shaped electrode, and a helically-shaped electrode. 

Claims 12-13 (Cancelled). 
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Claim 14 (Previously Presented): The method of claim 1, wherein the distance between the 
proximal and distal ends of the at least first lead is selected from the group consisting of about 6 
inches, about 8 inches, about 10 inches, about 12 inches, about 14 inches, about 16 inches about 
18 inches, about 20 inches and more than about 20 inches. 

Claims 15-19 (Cancelled). 

Claim 20 (Previously Presented): The method of claim 1, wherein the implantable pulse 
generator and the at least first lead are capable of generating and delivering electrical pulses 
having frequencies ranging between about 50 Hz and about 100 Hz, between about 10 Hz and 
about 250 Hz, or between about 0.5 Hz and about 500 Hz, 

Claim 21 (Previously Presented): The method of claim 1, wherein the implantable pulse 
generator and the at least first lead are capable of generating and delivering electrical pulses 
having amplitudes ranging between about 1 Volt and about 10 Volts, between about 0.5 Volts 
and about 20 Volts, or between about 0.1 Volts and about 50 Volts. 

Claim 22 (Previously Presented); The method of claim 1, wherein the implantable pulse 
generator and the at least first lead are capable of generating and delivering electrical pulses 
having pulse widths ranging between about 180 microseconds and about 450 microseconds, 
between about 100 microseconds and about 1000 microseconds, or between about 10 
microseconds and about 5000 microseconds. 

Claim 23 (Currently Amended): The method of claim 1, wherein delivering first electrical 
stimulation pulses comprises: 

generating a plurality of different electrical signals, electrical pulses of the electrical 
signals having respective spatial or temporal phases for respective delivery to the first lead and at 
least a second lead; and 

delivering the pulses to at least portions of the ti ss ue of the patient one of the_b_lad_der_Qr_ 
portions thereof, the vagina or portions thereof, scrotal nerves or branches or portions thereof, the 
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scrotum or portions thereof sacro-tuberous ligament or branches or portions JhereM^eater 
sciatic foramen or branches or portions thereof, or lesser sciatic foramen or branches or portions 
thereof . 

Claim 24 (Previously Presented): The method of claim 1, wherein the electrical stimulation 
pulse regime provided to the patient is effective in providing at least one of urinary urgency relief 
or urinary frequency relief. 

Claim 25 (Original); The method of claim 1, wherein the electrical stimulation pulse regime 
provided to the patient is effective in providing relief from sexual dysfunction. 

Claim 26 (Previously Presented): The method of claim 1, further comprising concomitantly 
delivering a drug to the patient and delivering the electrical stimulation regime. 

Claim 27 (Previously Presented): The method of claim 26, further comprising providing, 
implanting and activating an implantable drug pump for providing the drug to the patient. 

Claim 28 (Currently Amended): A method for treating urinary retention disorder in a patient 
comprising: 

providing on herm e tically sealed implantabl e el e ctrical pulse gen e rator configured to 
provid e- aHoast one electrical stimulation pulse regime effective to treat at loaat partially urinary 
retention dioordor in the patient; 

providing at least a first implantable medical e lectrical lead configured for implantatiea- 
adjaccnt, around or in at lea s t one of a pudendal nerv e or branche s or portions thereof, a pro s tatic 
plexus n e rve or branches or portions thereof, a sacral splanchnic nerve or branch es or portions - 
thereof, a p e lvic s planchnic n e rv e or branches or portions thereof, tho prostate or branches or 
portions th e r e of, the pelvic - floor, the colon or branches or portions thereof ^ the bladder or 
portions thereof, th e vagina - or - portiotw thereof, tho anus or portions thereof, the external anal 
sphinct e r - or-pottiono thereof, tho penile dorsal nerve or portions thereof, inferior rectal nerves or 
branch e s or portions thereof, porineal nerves or branche s or portions thereof, scrotal nerves or 
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bronchos or portiona thereof, th e scrotum or portiona thoroof, Alcoek'g Canal or branches or 
portions thereof, a acro - tuberous ligam e nt or branche s or portions thereof, ischial tubero s ity or 
branche s or portions th e r e of? gr e at e r s ciatic foramen or branches or portions ther e of, or le s s e r 
s cktfc - fcttflttion or branches or portions ther e of, the first lead compri si ng proximal and diotal ends 
and at least one electrod e ; 

implanting a distal end_of *he a first implantable medical electrical lead in tissue of the 
patient adjacent, around or in one of the pudendal nerve or branches or portions thereof, the 
prostatic plexus nerve or branches or portions thereof , the sacral splanchnic nerve or branches or 
portions thereof, the pelvic splanchnic nerve or branches or portions thereof, the prostate or 
branches or portions thereof, the pelvic floor, the colon or branches or portions thereof 3 the 
bladder or portions thereof, the vagina or portions thereof, the anus or portions thereof, the 
external anal sphincter or portions thereof, the penile dorsal nerve or portions thereof, inferior 
rectal nerves or branches or portions thereof, perineal nerves or branches or portions thereof, 
scrotal nerves or branches or portions thereof, the scrotum or portions thereof, Alcock's Canal or 
branches or portions thereof, sacro-tuberous ligament or branches or portions thereof, ischial 
tuberosity or branches or portions thereof, greater sciatic foramen or branches or portions thereof, 
or lesser sciatic foramen or branches or portions thereo f, wherein the first lead comprises at least 
a first electrode : 

operably connecting the a proximal end of the at least first lead to the an hermetically 
sealed implantable electrical pulse generato r configured to provide at least one electrical 
stimulation pulse regime via at least the first lead ; 

implanting the implantable pulse generator within the patient; and 
delivering electrical stimulation pulses from the implant-able pulse generator to at least a 
portion of the tfoguo of tho pationt o_n_e_o_f_tb_e_pudendal nerve or branches or portions thereof, the 
prostatic plexus nerve ,j)r braocKesjjxp^xtjons thereof, the sacral splanchnic nerve or branches or 
portions thereof, the pelvic splanchnic nerve or branches or portions thereof, the prostate or 
branches or portions thereof, the pelvic floor, the colon or branches or portions thereof . the 
bladder or portions thereof, the vagina or portions thereof, the anus or portions tbereoOhe, 
external anal sphinctej^or portions thereof, the penile dorsal nerve or portions thereof, inferior 
rectal nerves or branches or portions thereof, perineal nerves or branches or portions thereof, 
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scrotal nerves or branches or portions thereof, the scrotum or portions thereof* Alcock's Canal or 
branches or portions thereof, sacro-tuberOMSJigsametit or branches or portions thereof, ischial 
tuberosityjjrJbxajiches or portions thereof, greater sciatic foramen orbranchesjar portions thereof, 
or lesser sciatic foramen or branches, or_p_orJlotis thereof through the at least first lead and 
electrode, the pulses being provided in accordance with the electrical stimulation pulse regime 
and providing to the patient delivered in a cotiJSguration effective to provide at least partial relief 
from urinary retention disorder. 

Claim 29 (Currently Amended): The method of claim 28, 

wher e in providing at least a first implantable medical electrical load comprises providing 
th e first implantabl e m e dical efectricaH e ad configured for implantation adjaoont, around or in at 
l e ast on e of the pudendal n e rv e- or - bra a eh es or portions thcroofi and 

wherein implanting the first lead comprises implanting the first lead in tissue of the 
patient adjacent, around or in one of the pudendal nerve or branches or portions thereof. 

Claim 30 (Currently Amended): A method for treating at least one of prostatitis, prostatalgia 
or prostatodynia in a patient, comprising: 

prov i dfog - ai>4)ermetically sealed implantable electrical pulse generator configured to 
provido at least one olootrioal stimtttotioapul s e regime effective to treat at l e ast partially at least 
one of pro s tatiti s , prostatalgia or prostatodynia in th e patient; 

providing at least a first implantable medical electrical lead configured for implantation 
adjacent, around or in at l e ast one of the colon or branches or portions thereof , the bladder or 
portion s th e reof, the vagina or portions thereof, the anus ot portion s ther e of the external anal 
s phinct e r or - portk>ns - thorcof, the urethra or portions thereof, the penile dorsal nerve or portion s 
thereof, inferior rootal nerves or branches or port i on s thereof, perineal nerves or branch e s or 
portions th e r e of y scrotal notvoo or branches or portions thereof, the scrotum or portions th e reof, 
Alcock' - s Canal or brnnchoq or portions thereof, sacro - tuberous ligament or branche s or port - teas - 
thereof, iqohial tuboroaity or branches or portions ther e of, gr e ater sciatic foram e fror bronchos or 
portion s ther e of, or lesser sciatic foramen or branch es ^* portions thereof, the first lead 
comprising proximal and distal ends and at lea s t on e el e ctrod e ; 
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implanting a distal end of the a first implantable medical electrical lead in tissue of the 
patient adjacent, around or in one of the colon or branches or portions thereof , the bladder or 
portions thereof, the vagina or portions thereof, the anus or portions thereof, the external anal 
sphincter or portions thereof, the urethra or portions thereof, the penile dorsal nerve or portions 
thereof, inferior rectal nerves or branches or portions thereof, perineal nerves or branches or 
portions thereof, scrotal nerves or branches or portions thereof, the scrotum or portions thereof, 
Alcoek's Canal or branches or portions thereof, sacro-tuberous ligament or branches or portions 
thereof, ischial tuberosity or branches or portions thereof, greater sciatic foramen or branches or 
portions thereof, or lesser sciatic foramen or branches or portions thereo f, wherein the_ first lead 
comprises at least a first electrode: 

operably connecting the a proximal end of the at least first lead to the an hermetically 
sealed implantable electrical pulse generato r configured to provide at least one electrical 
stimulation pulse regime via at least the first lead: 

implanting the implantable pulse generator within the patient; and 

delivering electrical stimulation pulses from the implantable pulse generator to at l e ast a 
portion of tho tioouo of the pationt qne . pf the colon or branches or portions thereof , the bladder 
or portions thereof, the vagina or portions thereof > the anus or portions thereof, the external anal 
sphincter or portions thereol the urethra or portions thereof, the penile dorsal nerve or portions 
thereof, inferior rectal nerves or branches or portions thereof, perineal nerves or branches or 
portions thereof, scrotal nerves or branches or portions thereof, the scrotum or portions thereof, 
Alcock's Canal or branches or portions thereof, sacro-tuberous ligament or branches or portions 
thereof, ischial tuberosity or branches or portions thereof, greater sciatic foramen or branches or 
portions thereof, or leg$er pciatic foramen pr branches or pqrtiQp? thereof through the at least first 
lead and electrode, the pulses being provided in accordance with the electrical stimulation pulse 
regime and providing to the pationt delivered in a confiffltration effective to provide at least 
partial relief from at least one of prostatitis, prostatalgia or prostatodynia, 

wherein the electrical stimulation pulses that are delivered to th e de s ired nerv e target s ite s 
or portions one of the colon or branches or portions there o f , t h e . b ia dd e r o r po r t i o n s th ere of, t he 
va gina or portions thereof, the anus or portions thereof, the external anal sphincter or portions 
thereof, the urethra or portions thereoi the penile dorsal nerve or portions thereoi inferior rectal 
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nerves orbranches or portions thereof, perineal nerves or branches or portions thereof, scrotal 
nerves or branche_$_or portions thereof, the scrotum or portions thereof, Alcock's CanaJLor, 
branches or portions thereof, sacro-tuberous ligament or branches or_p_oxtjons_thereof. ischial 
tuberosity or branches or portions thereof, greater-Sciatic foramen or branches or portions thereof, 
or lesser sciatic foramen or branchesjy_F»ortj_ons thereof cause paresthesia, or the masking or 
blocking pain signals originating in or carried by a desired or target nerve or nerve portion 
located in the vicinity of the at least one electrode. 

Claims 31^32 (Cancelled). 

Claim 33 (Previously Presented); The method of claim 30, wherein implanting the first lead 
comprises: 

delivering stimulation to a plurality of locations via a St. Mark's electrode, the locations 
comprising one or more of the bladder or portions thereof, the vagina or portions thereof, scrotal 
nerves or branches or portions thereof, the scrotum or portions thereof, sacro-tuberous ligament 
or branches or portions thereof, greater sciatic foramen or branches or portions thereof, or lesser 
sciatic foramen or branches or portions thereof; 

sensing an evoked response for each of the locations; 

selecting one of the locations based on the evoked responses; and 

implanting electrodes of the first lead adjacent, around, or in tissue at the selected 
location* 

Claim 34 (Previously Presented): The method of claim 33, wherein sensing an evoked 
response comprises sensing an anal or vaginal electromyogram for each of the locations. 

Claim 35 (Previously Presented): The method of claim 34, further comprising determining a 
latency of the electromyogram for each location, wherein selecting one of the locations comprises 
selecting the location based on the latency. 
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Claim 36 (Previously Presented): A method for treating at least one of urinary voiding 
dysfunction, fecal voiding dysfunction, constipation, incontinence, urge frequency disorder, 
urinary retention disorder, sexual dysfunction, orgasmic dysfunction, erectile dysfunction, pelvic 
pain, prostatitis, prostatalgia and prostatodynia in a patient, comprising: 

delivering stimulation to a plurality of locations via a St. Mark's electrode, the locations 
comprising one or more of the sacral nerve or branches or portions thereof, the pudendal nerve or 
branches or portions thereof, the hypogastric nerve or branches or portions thereof, the prostatic 
plexus nerve or branches or portions thereof, the sacral splanchnic nerve or branches or portions 
thereof, the pelvic splanchnic nerve or branches or portions thereof, the prostate or branches or 
portions thereof, the pelvic floor, the colon or branches or portions thereof , the bladder or 
portions thereof, the vagina or portions thereof, the anus or portions thereof, the external anal 
sphincter or portions thereof, the urethra or portions thereof, the penile dorsal nerve or portions 
thereof, inferior rectal nerves or branches or portions thereof, perineal nerves or branches or 
portions thereof, scrotal nerves or branches or portions thereof, the scrotum or portions thereof, 
Alcock's Canal or branches or portions thereof, sacro-tuberous ligament or branches or portions 
thereof, ischial tuberosity or branches or portions thereof, greater sciatic foramen or branches or 
portions thereof, or lesser sciatic foramen or branches or portions thereof; 

sensing an evoked'response for each of the locations; 

selecting one of the locations based on the evoked responses; 

implanting electrodes of the first implantable medical electrical lead in tissue of the 
patient adjacent, around or in the selected location; and 

delivering electrical stimulation pulses from an implantable electrical pulse generator to 
at least a portion of the tissue of the patient through the at least first lead and electrode, the pulses 
being provided in accordance with the electrical stimulation pulse regime and providing to the 
patient at least partial relief from at least one of urinary voiding dysfunction, fecal voiding 
dysfunction, constipation,, incontinence, urge frequency disorder, urinary retention disorder, 
sexual dysfunction, orgasmic dysfunction, erectile dysfunction, pelvic pain, prostatitis, 
prostatalgia and prostatodynia. 
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Claim 37 (Previously Presented): The method of claim 36, wherein sensing an evoked 
response comprises sensing an anal or vaginal electromyogram for each of the locations. 

Claim 38 (Previously Presented): The method of claim 37, farther comprising determining a 
latency of the electromyogram for each location, wherein selecting one of the locations comprises 
selecting the location based on the latency. 

Claim 39 (Currently Amended): A method for treating pelvic pain comprising: 

providing nn hermetically ooolod implantable electrical pulse generator configur e d to 
provid e at least one electrical s timulation pulse regime effective to at least partially treat pelvic 
pain in th e pati e nt; 

providing at least a - first implantable medical electrical lood configured for implantQtion 
adjac e nt - , around - ot in at least one of the colon or bronchos or portions thereof , the bladder or 
portions thereof, the vagina or portions thereof, the onuo or portions thereof, the external anal 
sphincter or portions thereof, the urethra or portions thereof, inferior rectal nerv e s or branches or 
portions thereof., perineal nerv e s or branches or portions th e reof, s crotal nerve s or brajiche s or 
portions ther e of, th e s crotum or portion s thereof, s acro tuberous ligament or branch es or portions 
thorcofrtho first lead comprising proximal and distal ends and at leant one electrode; 

implanting the a distal end of at least a first medical electrical lead in tissue of the patient 
adjacent, around or in at least one of the colon or branches or portions thereof , the bladder or 
portions thereof, the vagina or portions thereof, the anus or portions thereof, the external anal 
sphincter or portions thereof, the urethra or portions thereof, inferior rectal nerves or branches or 
portions thereof, perineal nerves or branches or portions thereof, scrotal nerves or branches or 
portions thereof, the scrotum or portions thereof, or the sacro-tuberous ligament or branches or 
portions thereo f, wherein the first lead comprises at least a first electrode ; 

operably connecting the a proximal end of the at least first lead to the an hermetically 
Sealed implantable electrical pulse generator cnTifipur& d to provide at least one electrical 
stimnlatlon^ulse regime via at least the first lead ; 

implanting the implantable pulse generator within the patient; and 
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delivering electrical stimulation pulses from the implantable pulse generator to at least a- 
portion of the tissuo of tho patient one of the colon or branches or portions thereof . the bladder 
or portions thereof > the vagina or portions thereof, the anus or portions thereof, the external anal 
sphincter or portions thereof the urethra or portions thereof, inferior rectal ne rves or branches or 
portions thereof, perineal nerves or branches or portions thereof, scrotal nerves or branches or 
rrartions^ or branches or 

portions thereof through the at least first lead and electrode, the pulses being provided in 
accordance with the electrical stimulation pulse regime and provi di ng t o in a configuration 
effective to provide the patient at least partial relief from pelvic pain, 

wherein the electrical stimulation pulses that are delivered to the desired nerve target sites 
or portions cause paresthesia, or the masking or blocking pain signals originating in or carried by 
a desired or target nerve or nerve portion located in the vicinity of the at least one electrode. 
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